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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1, The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 

■ ■ . ^ 

regards as the invention. 

In claim 1 , line 4; applicant uses the phrase "connectable to the inlet port and to 
the outlet port". The drawings and the specification do not provide elements in the 
figures nor teachings to understand the meaning of this phrase. In examining claim 1, 
this limitation is considered that by circulating the sterilant through the inlet and the 
outlet it means that the source of sterilant is connectable to both ports. The meaning of 
"connectable" is considered as "joined or related". 

Claim Rejections - 35 USC § 102 

2, The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3, Claims 1-4, 8-12, and 14-15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sanderson (U.S.P.N. 4,754,595). 
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With respect to claims 1 and 9, Sanderson teaches a method and a system for 
sterilizing items (col.1, lines 9-19) by performing the following: placing items into a 
sealed sterilization container (coL5, lines 40-44, the sealed container being the bag 18), 
connecting a source of sterilizing fluid to the container (col.6, lines 10-12 such that the 
source of the sterilizing fluid being the steam inside the autoclave and is connected or 
joined or related to the bag 18 through 20 and 22), flowing sterilizing fluid into the 
container to sterilize the items {col.6, lines 7-8), disconnecting the container from the 
source of sterilizing fluid (col.6, lines 12-15), and sealing the container in order to 
maintain sterility of the items therein (col.6, lines 61-65). Sanderson discloses a 
sterilization system including the following: a sealed sterilization container (18) having 
an inlet port (28) and an outlet port (28 such that both ports act at some point as inlets 
and outlets), a source of sterilizing fluid (steam inside the autoclave) is connectable or 
joined or related to the inlet (28 through 20) and the outlet (28 through 22) ports, and 
ports (28) includes a passive microorganism impermeable closure (20 and 22). 

With respect to claims 2-4 and 10-12, Sanderson teaches a covering of a vapor 
permeable, microorganism impermeable material (67), a valve (20), and a chemical 
vapor (coL5, lines 44-46). 

With respect to claim 8, Sanderson system includes baffles (15 and 14). 

With respect to claims 14-1 5, the Sanderson reference teaches flowing steam 
from the source, which is the interior of the autoclave chamber, into first port (20) 
through the inside of the container (18) and later out from the second port (22) and back 
to the source (being the inside of the autoclave chamber). As a result, a continuous flow 
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of steam is created from the source into the bag and through the bag and out back to 
the source. 

4. Claims 9-12 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Langford (U.S.P.N. 4,754,595). 

With respect to claim 9, Langford a system for sterilizing items (figure 18) by 
performing the following: placing items into a sealed sterilization container (col.23, lines 
31-32, the sealed container being 180), connecting a source of sterilizing fluid to the 
container (col.23, lines 34-35), flowing sterilizing fluid into the container to sterilize the 
items (col,23, lines 50-58), disconnecting the container from the source of sterilizing 
fluid (col.23, lines 59-64), and sealing the container in order to maintain sterility of the 
items therein (col.23, lines 62-64). 

With respect to claims 10-12 and 14, Langford discloses the following: a 
microorganism impermeable, vapor permeable material (183A), an automatically closing 
valve (183A), a chemical vapor (col. 10, lines 26-28), and the container has a second 
port such that the sterilizing fluid flows from a first port to the second port through it 
(183A). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 5, 13, and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sanderson (U.S.P.N. 4,754,595) in view of Koubek (U.S.P.N. 4,512,951). 

With respect claims 5, 13, and 16, Sanderson fails to teach the use of both 
hydrogen peroxide vapor and a fan. However, Koubek teaches the use of hydrogen 
peroxide vapor (23) and a fan (17). Thus, it would have been obvious to one having 
ordinary skill in the art to modify the method and the system of Sanderson to substitute 
steam for hydrogen peroxide since hydrogen peroxide is known to have a sporicidal 
activity (Koubek, col.2, lines 9-10). Further it would have been obvious to one having 
ordinary skill in the art to modify the method and the system of Sanderson to include a 
fan in order to insure uniform distribution of the inflowing hydrogen peroxide vapors 
(Koubek, col.3, lines 63-67). 

8. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sanderson (U.S.P.N. 4,754,595) in view of Langford (U.S.P.N. 5,443,801 ). 

With respect to claim 6, Sanderson fails to create a pressure differential between 
the inlet and outlet ports to create a flow of the sterilizing fluid through the container. 
However, Langford does create a pressure differential between the inlet and outlet ports 
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by using a pump (184). Thus, it would have been obvious to one having ordinary sl<ill in 
the art to modify the system of Sanderson to include a pump in order to affect the flow 
of the sterilizing agent in and out of the capsule (Langford, col.23, lines 50-52). 
9. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sanderson (U.S.P.N. 4,754,595) in view of Langford (U.S.P.N. 5,443,801) and further in 
view of Koubek (U.S.P.N. 4,512,951 ). 

With respect to claim 7, both Sanderson and Lapgford fail to teach the use of a 
fan. However, Koubek teaches the use of a fan (17). As a result, it would have been 
obvious to one having ordinary skill in the art to modify the system of Sanderson to 
include a fan in order to insure uniform distribution of the inflowing hydrogen peroxide 
vapors (Koubek, col.3, lines 63-67). 

10- Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Langford 
(U.S.P.N. 5.443,801) in view of Koubek (U.S.P.N. 4,512,951). 

With respect to claim 13, Langford fails to teach the use of hydrogen peroxide 
vapor; however, Koubek teaches the use of hydrogen peroxide vapor (23). Thus, it 
would have been obvious to one having ordinary skill in the art to modify the method of 
Langford to substitute ozone for hydrogen peroxide since hydrogen peroxide is known 
to have a sporicidal activity (Koubek, col.2, lines 9-10). 

Conclusion 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MONZER R CHORBAJI whose telephone number is 
(571 ) 272-1271 . The examiner can normally be reached on M-F 8:30-5:00. 
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12. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. ROBERT J WARDEN can be reached on (571) 272-1281. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

13. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Monzer R. Chorbaji pf\l^^ 
Patent Examiner 
AU 1 744 
06/26/2004 




